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Application for Exemption from 21 CFR201.66 
Request for Deferral of Compliance Time 

Dear Sir or Madam: 

Neil Consumer ~ea~t~care curren rkets Tylenol@ Sinus Geltab in a 2 count 
ster~polyet~ylene/foil pouch. has been marketing this shelf keeping 

unit @KU) for approximately 5 years. Our current labeling text is provided as 
Attachment I= 

the limited amount of space that * available for labeling on this pouch SKU, 
ve developed a booklet style pout to accommodate implementation of Drug 

The labeling text in booklet format is provided as Attachment 2. The pages 
e booklet pouch oan be opened by the consumer, thus providing complete 

labeling information. 

Act use of this booklet pouch may require additional compliance time for 
imp entation. Therefore, we are submitting this request for additionaf time (6 

eyond the May 16, 2002 compliance deadline to ensure that we can 
stall, and validate the equipment that is necessary to produce, on a 

reliable, repetitiv basis, a “compliant” booklet pouch package. The pouch is an 
innovative packa e technology and requires sufficient development time to master 
the interface between equipment and material. 

agency is undoubtedly aware, activities involving new package design, 
nt acquisition, and packaging line validation expend considerable resources. 
n our company’s historical experience in designing and implementing new 

packaging options, the timeline for implementation of the booklet pouch follows: 




